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DETAILED ACTION 

Claims 1-50 and 63-117 have been cancelled. Claims 51-62 are under 
examination. The present Examiner of record has a new ground of rejection. 
Accordingly, this action is non-final. 

Withdrawn rejections: 

Applicant's amendments and arguments filed 12/18/08 are acknowledged and 
have been fully considered. Any rejection and/or objection not specifically addressed 
below is herein withdrawn. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 51-62 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claim 51 recites: "final support substrate". However, 
there is no initial support substrate so it is unclear what the "final support substrate" 
might actually be. Claims 51-62 are rejected as being indefinite because they are 
dependent on an indefinite base claim. The claims will be interpreted as they read on a 
support substrate. 



Application/Control Number: 10/550,991 Page 3 

Art Unit: 1616 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 51, 56, 59, 60 and 62 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Lee et al. (US 5411740). 

Lee et al. disclose in Figures 1-4, reproduced below: 
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FIG. 4 




a transdermal drug delivery device comprising a reservoir with an active agent and 
methods of treating neurogenic bladder disorders (Abstract and claims 1-28). As is 
clearly shown above in the Figures, for example Figure 2, device 20 contains an active 
ingredient reservoir 12. A backing layer 14 and adhesive overlay 22 maintain the device 
to the skin. A strippable release layer 24 is removed just prior to use (column 5, lines 
24-49). Other materials are contemplated in the construction of the device (column 7, 
lines 15-33). Discs were cut of the laminate (column 9, lines 20-23). 
In column 9, lines 10-23, it is disclosed that: 
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ins ctevices tor it-sample 1 were prepared as follows; : 

A, Formulation without a Permeation Enh.an.cer 
A fomnlatfcin containing 30 wt % oxybutyria base k 
a matrix of EVA 40 (U.S.I ChemicaL, Mimois) was 
prepared by dissolving the oxybutynin base and EVA : 
40 in methylene chloride. The solution was poured onto 
a sheet of Osorocartxra discrylate ( iS FCD' s )/poIyester 
release liner to dry. The dried material was pressed to 5 
mi (a. 0.1 mm) thickness between two sheets of 
FCD/poIyester release liner at 75 s C, The resulting film : 
was- laminated to a flexible cloth backing (spun laced 
polyester, 1.3 oz/yd 2 }, and 2.0 cm 2 discs were cat from 
the laminate. 

So, in other words, a method of holding an active-agent containing composition 
(oxybutynin) comprising, providing a final support substrate (cloth backing) with one 
side in contact with a pattern adhesive, it has the pattern of the cloth backing, (column 
9, lines 45-59), pouring the active agent solution on the a sheet of fluorocarbon 
diacryalte/polyester sheet (initial support substrate treated with a fluorochemical) and 
allowing it to dry before pressing it between two sheets of release liner (since it is a 
release liner it is removably attached otherwise it wouldn't release); attaching the 
resulting film to a flexible cloth backing (final support substrate) and segmenting the 
final support substrate into an array of discrete film segments; into discs. It is the 
Examiner's position that the adhesive has a single pattern. So, by making the device of 
Lee, it inherently performs the method of holding an active agent containing 
composition. In this way, claims 51, 56 and 62 are anticipated. In the absence of 
evidence to the contrary, the steps are performed in a continuous process, each disc 
contains a uniform amount of active agent thus anticipating instant claims 59 and 60. 

Lee et al. teach in column 7, lines 26-33: 
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Use aforementioned patents describe a wide variety 
of materials which can be used for fabricating the vari- 
ous layers or components of the transdermal oxybuty- 
ms delivery devices according to this invention. This 
invention therefore contemplates the use of materials 3C 
other than those specifically disclosed berets, including 
those which may hereafter become known to the art to 
be capable of performing the necessary functions. 

The patents can be found in column 4, lines 47-54. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 102 of this 
title, if the differences between the subject matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 51-62 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Lee et al. (US 541 1 740) in view of Cartmell et al. (US (5489262) and Robertson et al. 

(US 3755042). 



Applicant claims a method of holding an active agent-containing composition, the 
method comprising: providing a final support substrate, one side of the substrate in 
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contact with a pattern of adhesive; attaching a film including the active agent-containing 
composition to the final support substrate to place the film in removably attached 
contact with the pattern of adhesive; and segmenting the film attached to the final 
support substrate into an array of discrete film segments attached to the final support 
substrate. 



The reference of Lee et al. is discussed in detail above and that discussion is 
hereby incorporated by reference. 

Cartmell et al. teach flexible wound dressing products containing a clear hydrogel 
material (Abstract; figures 1-6 and accompanying text; and claims 1-9). Method of 
manufacturing the device create the device and reads on the instant method of holding 
an active agent (see claims 1-9). Claim 1 recites: 



1, A methsd of manufacturing a wound dressing product 
for a womd, eoiwpiisiag the steps of; 



providing a transparent thin-Sim layer having a first side 

and a second . si<Se . anc further having a perimeter 

portion and a center portion; 
costing said perimeter portion, of said second side of usd 

transparent layer with a 5m adhesive layer, * 
providing a backing layer having a fiat side and a seccad 

tide; 

coaling said second side of said backlog lays- with a 
second adhesive- lays-.; 



Determination of the scope and content of the prior art 



(MPEP 2141.01) 
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providing s support lays- having a first side and a second 

safe, said support layer comprising s permeable fabric 

having & plurality of feterstkss theiewiddn; 
lannnaiisg said first «de of said support layer la said 

second side off said backing layer; u 
applying a hydrogel maicrial £0 said second side of said 

support layer., whereas said hydrogel aaatttM pen- 
etrates said interstices to said first side of said support 

layer each thai arid hydrogel nsaterisJ inside* on both 

said first side and said Second side of said support layer, » 

and whereby ssid bscki&g layer, said sepport layer and. 

said hydro-gel material collectively form a reinforced 

hydrogel patch; 
laminating said hydrege! patch to said center portion of 

said transparent layer, wherein aaid first side of said 2 - 

backing layer adheres to said second side of said 

ttaciparent layer by means of said first adhesive layer; 
providing a release liner having a first side and a second 

side; 3( 
providing at least one removable tab having a first side 

and a second side, so as to provide a giippabte surface 

to facilitate the removal of said release liner from said 

transparent layer and to facilitate the handling of said 

wound dressing during application of said dressing to a s 

wound; 

iarninatiing said fost side of said tab to one edge of said 

perimeter portion of said second side of said traaspar- 

eas. layer, whereby saM fast adhesive layer is positioned 

between said tab and said transparent layer; 4i 
latsinsting ssid first side of said release liner to said 

perimeter portion of said second side of said transpar- 
ent layer,, whereby said adhesive, layer is positioned 

between said transparent layer rod said release linen. 

and said tab portion is positioned between said ache- * 

ssve layer and said release Uses 

The release liner is preferably silicone coated (column 4, lines 35-37; column 7, lines 
52-53). The patch is manufactured and cut to size (column 4, lines 27-29). Preserving 
the sterility of the wound dressing product is taught (column 7, lines 63-65). 
Robertson et al. teach sterile packaging for medical devices with Teflon 



packaging (Abstract; figures 1 and 2 and text; and claims 1-4). 
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Ascertainment of the difference between the prior art and the claims 
(MPEP 2141.02) 

1 . The difference between the instant application and Lee et at. is that Lee et al. 
do not expressly teach sterilizing the device; making a pattern of parallel lines of the 
adhesive and enclosing the final support substrate in a container. 

2. The difference between the instant application and Lee et at. is that Lee et al. 
do not expressly teach contacting the film removably attached to an initial support 
substrate with the pattern of adhesive, the initial support substrate located on a side of 
the film opposite the pattern of adhesive and delaminating the initial support substrate 
from the film. 

3. The difference between the instant application and Lee et at. is that Lee et al. 
do not expressly teach a side of the initial support substrate in contact with the film is 
coated with silicon based compound. This deficiency is cured by the teachings of 
Cartmell et al. 

4. The difference between the instant application and Lee et at. is that Lee et al. 
do not expressly teach superposing a sealing material over the array of discrete film 
segments attached to the final support substrate, the sealing material including a non- 
stick coating on at least a portion of the surface of the sealing material, wherein the non- 
stick coating reduces adhesion between the surface of the sealing material and at least 
one film segment when the sealing material contacts the at least one film segment. This 
deficiency is cured by the teachings of Robertson et al. 
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Finding of prima facie obviousness 
Rational and Motivation (MPEP 2142-2143) 

1 . It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to sterilizing the device; making a pattern of parallel lines 
of the adhesive and enclosing the final support substrate in a container and produce the 
instant invention. 

One of ordinary skill in the art would have been motivated to do this because it is 
common sense to provide a sterile device that will come into contact with human skin 
such that infection is not caused by the device and Cartmell et al. teach preserving the 
sterility of the product; absent unexpected results the adhesive will function as an 
adhesive whether it covers the entire surface, is placed in parallel lines or is in a polka 
dot arrangement; finally, placing the device in a container for commercial sale is the 
penultimate step in the marketing of the device which would be known and obvious to 
one of ordinary skill in the art. 

2. It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to contacting the film removably attached to an initial 
support substrate with the pattern of adhesive, the initial support substrate located on a 
side of the film opposite the pattern of adhesive and delaminating the initial support 
substrate from the film and produce the instant invention. 
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One of ordinary skill in the art would have been motivated to do this because the 
selection of any order of performing process steps is prima facie obvious in the absence 
of new or unexpected results {In re Burhans, 154 F.2d 690, 69 USPQ 330 (CCPA 1946) 
(); In re Gibson, 39 F.2d 975, 5 USPQ 230 (CCPA 1930)). The end result remains the 
same; a transdermal patch is made. 

3. It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to make the device of Lee et al. with a side of the initial 
support substrate in contact with the film is coated with silicon based compound, as 
taught by Cartmell et al., and produce the instant invention. 

One of ordinary skill in the art would have been motivated to do this because Lee 
et al. teach using any materials known (see above) and Cartmell et al. provide the 
silicone release liner. The expected result remains the same. A transdermal patch is 
made. 

4. It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to superposing a sealing material over the array of discrete 
film segments attached to the final support substrate, the sealing material including a 
non-stick coating on at least a portion of the surface of the sealing material, wherein the 
non-stick coating reduces adhesion between the surface of the sealing material and at 
least one film segment when the sealing material contacts the at least one film segment 
in the device of Lee et al. and produce the instant invention. 

One of ordinary skill in the art would have been motivated to do this because the 
patch needs a packaging material for sale to the public and Robertson et al. provide a 
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non-stick packaging material that can be sterilized that can hold the patch(es) of Lee et 
al. Placing the patch(es) of Lee et al. in the package of Robertson et al. intrinsically 
meets the limitations of instant claim 61 . 

In light of the forgoing discussion, the Examiner concludes that the subject matter 
defined by the instant claims would have been obvious within the meaning of 35 USC 
103(a). 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ernst V. Arnold whose telephone number is 571-272- 
8509. The examiner can normally be reached on M-F (7:15 am-4:45 pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/Ernst V Arnold/ 
Examiner, Art Unit 1616 



